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1. Explanation of Materid Tranamitted: This Chapter describes procedures to be followed when
rodents and rodent products originating from sources other than those approved by the NIH
Rodent Import Officer are introduced into NIH facilities. Procedures have been revised to
reflect changesin animal care practices.

2. Hling Indructions:
Remove NIH Manual 3043 -1 dated 09/30/95
Insart: NIH Manual 3043 -1 dated May 3, 2000

3. Didribution: Electronicaly

PLEASE NOTE: For information on;

. Content of this chapter, contact the issuing office listed above.

. NIH Manual System, contact the Office of Management Assessment, OA, on 496-
2832.

. On-lineinformation, enter this URL:

http:/Amww3.0d.nih.gov/oma/manual chapters
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A.

Purpose:

This Policy Manuad establishes procedures designed to prevent the introduction of infected
rodents and rodent products into the Nationa Ingtitutes of Health (NI1H) which could:

. adversdly affect the hedlth of rodents used in research;
. directly or indirectly interfere with research;
. pose a hedth hazard to personnd.

Background:

The conduct of avigorous research program necessitates the movement of animals and their
tissues from animal colony to animal colony and between laboratories. This movement creates
the possibility of introducing into new environments agents that are pathogenic to either animas
or humans. Examples of the later include lymphocytic choriomeningitis virus (LCMV) and the
hantaviruses, which can have serious implications for human hedth. Hantavirusesinfect wild
rodents and have been detected in laboratory ratsin Europe and Asia, and in wild mice (Mus
musculus) in Europe and the United States; humans who come into contact with infected
animas can becomeill and occasondly die.

Federa regulations pertaining to the movement of laboratory rodents or their products relate
mainly to organisms causng diseases in humans or domestic poultry or livestock. It isimportant
for the NIH to supplement these regulations with policies that protect intramurd anima
colonies and scientific and support staff who come into contact with rodent or rodent products.

Applicability:

The policies and procedures in this chapter apply when rodents and rodent products are
introduced into NIH facilities from sources other than those gpproved by the Veterinary
Resources Program (VRP), Office of Research Services (ORS). In addition to applying to
NIH'’s off-campus and facilities covered under the Association for the Assessment and
Accreditation of Laboratory Anima Care's (AAALAC)-file number 000777, this policy dso
appliesto dl facilitieslocated on the NIH Bethesda campus.

Policy:

Rodents or rodent products from a non-approved source shall not be introduced into NIH
animd facilities without prior written approva of the applicable Indtitute or Center’s (1C)
Scientific Director or adelegate thereof (i.e., the Anima Program Director (APD)), the VRP
Director, or delegate thereof (i.e., the Rodent Import Officer (RIO)), and the Facility
Veterinarian for the facility where the animals are to be housed. Smilarly, rodents shal not be
introduced into an NIH laboratory without the gpprova of the applicable Scientific Director or
designee. An gpplication approved by a Scientific Director or designee shdl be forwarded to
the RIO. Rodent products from non-agpproved sources destined for NIH laboratoriesfor in
vitro use require the approva of the gpplicable Lalb/Branch Chief. Rodents or rodent products
known to be infected with LCMV, ectromdliavirus, or hantaviruses shdl be excluded from
NIH facilities and laboratories. Under specid circumstances, the Deputy Director for
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Intramural Research (DDIR) or designee can gpprove exceptions to this redtriction.

E. References:

1. Anima Wefare Act (7 U.S.C. 2131 €. s2q.), as amended, and its implementing
regulationsat 9 C.F.R., Part 1, et. seq.

2. 9 C.F.R,, Part 93

3. Public Hedth Service Act, Sections 361-369 (42 U.S.C. 264-272), as amended and
itsimplementing regulations at 42 CF.R., Pat 71 and 72.

4 PHS Policy on Humane Care and Use of Laboratory Animals, 1986.

5. NIH Manua Chapter 3040-2, Animal Care and Use in the Intramura Program

6 USDA Guiddinesfor Importation, #1103

7 National Research Council Guide for the Care and Use of Laboratory Animas. 1996

F. Definitions;

1.

Alternative Quarantine Site (AQS) A guarantine site, other than the VRP operated
Rodent and Rabbit Quarantine Facility a the NIH Animal Center (NIHAC), that is
operated by an 1C and gpproved by the RIO.

Animal Program Director (APD) A veterinarian who receives delegated program
authority from the IC Director or IC Scientific Director for dl activitiesinvolving
animasinthelC.

APD’s Committee An NIH committee that conssts of the APD from each IC.

Application Refersto the “Application for Permit to Introduce Rodents and Rodent
Products,” NIH Form 2369-1 (Appendix 2). Theissued permitisvaid for asix (6)
month period.

Approved Source A source of rodents or rodent products which has a contract with
the VRP or another program within the NIH to supply genetically-defined, specific
pathogen-free animas to NIH investigators. These contracts characteristically require
barrier production practices, genetic management and monitoring, microbiologic
gandards and hedth survalllance, and regular Ste vists to ensure the availability of high-
quaity animals suitable for NIH research. Proposds for additionsto the ligt of
approved sources are evauated and approved by the VRP.

Domestic Sour ce A source of rodents or rodent products located within the United
States.
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10.

11.

12.

13.

14.

15.

1.

Facility Veterinarian A veterinarian who has direct or delegated responsbility for the
management of the animds in the fadility.

NIH Facility Any building, sructure, laboratory or other facility, whether or not
animals are housed or used there, associated with the NIH intramura research
program. Thisincludes any facility on the Bethesda, Maryland, campus, the NIHAC,
off-campus leased facilities and other Stes where intramura research is performed.

Non-domestic Source A source of rodents or rodent products originating outside of
the United States.

Non-approved Source A source of rodents or rodent products that does not meet
the definition of an approved source.

Rodent A mammd of the order Rodentia, including but not limited to mice, rats,
guinea pigs, and hamgers.

Rodent Import Officer A veterinarian gppointed by the Director of the VRP, ORS,
with delegated respongbility for activities defined in this policy.

Rodent Import Advisory Subcommittee A committee appointed by the APDs to
servein an advisory capacity to the RIO.

Rodent Products Any rodent tissue or derivative, including but not limited to
antibodies (polyclond or monoclonal), body fluids, proteins, or cdlls, unless contained
in commercidly avallable test kits, when these reagents have been produced or
processed in amanner that will exclude or inactivate al pathogenic agents.

Quarantine Permit Service Office (QPSO) An office in the Occupationa Safety
and Hedth Branch (OSHB) of the Dividon of Safety (DS) which assistsinvestigatorsin
obtaining permits that may be required when importing/exporting animads, animd
products, etiologic agents, or vectors of human or anima disease (Building 13/3K04,
496-3353).

Responsibilities.

APD or designee (should be a veterinarian)

@ assigts the principa investigator/applicant in securing gpprovas, permits,
transportation, etc., related to the introduction of rodents or rodent products
into an animd facility or laboratory. The above includes obtaining hedth
monitoring and husbandry information for review by the RIO and the Fecility
Veterinarian;

(b) reviews and gpproves or disgpproves applications for introduction of rodents
from non-gpproved sources into |aboratories of an I1C;
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(© reviews, provides concurrence, and forwards to the facility veterinarian
applications for introduction of rodents or rodent products from non-approved
sources into animal facilities, and

(d) provides oversght for AQSswithin their IC to ensure quarantine of animals
until such time that data can be generated to verify that they are free of LCMV,
ectromelia virus and hantaviruses (as applicable).

2. Director, VRP, ORS. Implements those aspects of this policy relating to the VRP and
the RIO.

3. Feacility Veterinarian. Reviews the Application for Permit to Introduce Rodents and
Rodent Products and the hedlth status information from the proposed sending facility.
The fadility veterinarian may: 1) gpprove the animds for entry into the animd facility; 2)
require the animals to be quarantined with further testing, 3) rgect the animals for entry
into thet facility; or, 4) require more information before making adecison. Inthefirs
two cases, the facility veterinarian forwards the gpplication to the RIO. In the latter two
cases, the facility veterinarian returns the gpplication to the submitting APD.  After
animds have completed quarantine including testing and approved release by the RIO,
the facility veterinarian determinesif the animals can enter the facility.

4, |C Scientific Director. Ensures compliance with this policy by intramurd staff within
his’her IC.

5. Laboratory/Branch Chief. Reviews and approves or disapproves the introduction of
rodent products, not destined for in vivo studies into the [aboratory by a principa
investigator under his or her supervision after assessing the zoonatic potentia of the
materid and determining if testing is required prior to importation and use.

6. NIH/ORS/VRP RIO.

@ reviews and approves or disapproves applications for introduction of rodents
or rodent products from non-gpproved sourcesinto NIH animal facilities based
on the supportive evidence for absence of LCMV, ectromdiavirus and
hantaviruses. Generdly, the RIO will require testing for hantaviruses for
animals coming from non-domestic sources, and may require testing for
domestic sourcesin instances where it gppears thereis a heightened risk for
hantavirus introduction;

(b) gpproves the designated quarantine location and release criteria for the above
three pathogens for animals being introduced into NIH anima facilities,

(© coordinates the use of the VRP Rodent and Rabhbit Quarantine NIHAC, prior
to ther introduction into NIH animd facilities;

(d) approves AQSs, and
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H.

(e gpproves introduction of rodent products used for in vivo studies

Principle Investigator/Applicant.

@ initiates rodent import goplication(s) for approva of shipments from non-
approved sources for:

@ rodents and rodent products into NIH laboratories or animal facilities
2 rodent products to be introduced into NIH animals

(b) initiates any additiona permits/applications which may be required, such as
United States Department of Agriculture permits, when necessary (refer to
Section J); and

(© arranges trangportation, in coordination with the |C veterinary saff and the
receiving facility staff, in compliance with federa and stete regulations and NIH
policy.

Proceduresfor Introduction of Rodents

(See Appendix 1 for flowchart of procedures.) The introduction of rodents from non-approved
sources requires submission and approval of NIH Form 2369-1, “ Application for Permit to
Introduce Rodents and Rodent Products’ (Appendix 2). In Stuations where quarantine is
likely, applications should be submitted at least 60 caendar days prior to the anticipated date
of entry into an NIH animd facility to alow time for diagnodtic testing. Procedures for
submission and approva are asfollows:

1.

The principa investigator must complete and submit the gpplication to their APD. The
APD submits the application to the Facility Veterinarian for the facility in which the
animas are to be housed, who, on approva, forwards it to the RIO. Alternatively,
non-approved gpplications will be returned to the submitting APD or their designee. In
most cases imports from non-domestic sources will require quarantine and hedlth
assessment at a NIH-approved quarantine location.

In addition to being free of LCMV, ectromelia virus, and hantaviruses (as gpplicable),
animas degtined for an NIH animd facility must dso meet the hedth requirements of
the recaiving facility.

Animasto be quarantined will be housed at the VRP Rodent and Rabbit Quarantine
Facility or a an gpproved AQS. The RIO will: (1) specify the minimum criteriafor
release from quarantine; (2) review test results; and (3) gpprove release of animals.
Copies of dl results from tests performed during quarantine will be provided to the
Fecility Veterinarian and RIO prior to release.

If rodents are destined for alaboratory where no contact with other animas s planned
and no materids from the rodents will be introduced into rodents or used in materials
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destined for introduction into rodents or other animals, then the application can be
approved by the IC APD. The APD must ensure that the imported animals represent a
low risk to both personnd and anima colonies for LCMV, ectromdiavirus and
hantaviruses (as applicable). The approved application is forwarded to the RIO who
assignsit an import number, provides a copy to the APD, and files the gpplication.

Proceduresfor I ntroduction of Rodent Products.

The introduction of rodent productsinto NIH laboratories or animal facilities dso requires the
submission and approva of an application NIH Form 2369-1, in addition to permission from
the principal investigator's laboratory or branch chief, as described below:

1. Procedure for Introduction of Rodent Products into Animals.

(@ The principa investigator must complete and submit an application through their
APD, or their designeg, to the facility veterinarian in charge of the facility in which the
products are to be used. This appliesto al rodent products from non-approved
sources. Routindy, Mouse Antibody Production (MAP)/Rat Antibody Production
(RAP) /Hamgter Antibody Production (HAP) testing is required to ensure products are
free from LCMV, ectromdlia virus, hantaviruses (as applicable) and other agents as
required by the receiving facilities. In rare Situations (e.g. highly purified proteins), with
the concurrence of the RIO and the recelving Facility Veterinarian, products may be
approved for import without testing.

(b) The Facility Veterinarian approves and forwards a copy of the application to the
RIO, who reviews the gpplication and, if the application is approved, issues a permit.

2. Procedure for Introduction of Rodent Products into an NIH Laboratory.

If rodent products will not be introduced into, or come in contact with live animas, an
NIH rodent import permit is not required. The QPSO should be consulted to
determine if aUSDA permit isrequired (for reasons stated below). Itisthe
respongbility of the principd investigator's laboratory or branch chief to assessthe
zoonotic potentia of the materid and determine if testing is required prior to importation
and use. Assgtance in making this determination is available from the NIH Biosafety
Officer, OSHB, DS (496-2960).

J. Quar antine Permit Service Office (QPSO)

Severa agencies of the United States Government regulate and require permits for the
importation, shipment, or exportation of animals, animal products, or etiologic agents or vectors
of human or animd diseases. The QPSO will provide investigators with assstance and
gppropriate gpplication forms to import, export, or transport regulated materids or animals.
Import and Export Permits are dso available on-line. The websteis:
http:/Amww.nih.gov/od/org/ds/forms/index.htm

1 The QPSO must be notified at 496-3353, and a USDA permit obtained, if transgenic
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rodents, carrying receptors which enable those rodents to develop productive infection
with human pathogens, are imported into the United States or trangported within the
United States by NIH investigators.

2. The USDA Anima and Plant Health Inspection Service (APHIS) has statutory
authority to regulate the importation of any anima-derived materid or biologicd
materid tha has been in contact with materid of animd origin. Thus, USDA permits
are required for the importation of monoclond antibodies, hybridoma cell lines, cdl
cultures, and other biologic materids that have been in contact with materid of animd
origin, such asfeta bovine serum. USDA permit forms and information are available
on-line. The website is www.agphis.usda.gov/forms/index.html#V S16.

3. The Department of Health and Human Services (DHHS) is responsible for regulations
involving the importation into the United States or distribution after importation, of any
etiologic agent or any arthropod or other anima host or vector of human disease (NIH
Manua Chapter 1340-1, Permits for Import or Export of Biologica Materials and 42
C.F.R. Pats 71 and 72). A DHHS permit must be obtained for importation and/or
digtribution of these materids. The Chief, QPSO, or hisgher designee, is authorized to
issue DHHS import permits.

4. Findly, the United States Fish and Wildlife Service (USFWS), United States
Department of Interior, isresponsble for regulationsinvolving the prevention and
control of wildlife diseases, and the importation of wildlife or products derived from
threatened or endangered wildlife species (50 C.F.R. Parts 13 and 14). Permits for
designated port exemptions are issued through the QPSO.

K. Additional Information.

For further information on this policy, contact the RIO at 496-2527 or the applicable IC APD.
Additiona copies of this policy may be obtained by submitting the request to Reprographic
Communications Branch (RCB), DSS, Stonestreet, Room 115. For additional information on
the importation or trangportation of any etiologic agent or host or vector of human or anima
diseases, or the importation of wildlife, contact DS at 496-3353.

L. Recor ds Retention and Disposal

All records (e-mail and non-e-mail) pertaining to this chapter must be retained and disposed of
under the authority of NIH Manual 1743, "Keeping and Destroying Records, Appendix 1,
"NIH Records Control Schedule," I1tem 3000-C-6.

NIH e-mail messages. NIH e-mail messages (messages, including attachments, that are
crested on NIH computer systems or transmitted over NIH networks) that are evidence of the
activities of the agency or have informationa value are consdered Federd records. These
records must be maintained in accordance with current NIH Records Management guidelines.
Contact your |C Records Officer for additiona information.

All eemail messages are consdered Government property, and, if requested for alegitimate
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Government purpose, must be provided to the requester. Employees supervisors, NIH staff
conducting officia reviews or investigations, and the Office of Ingpector Genera may request
access to or copies of the e-mail messages. E-mail messages must aso be provided to
Congressiond overdgght committeesif requested and are subject to Freedom of Information
Act requests. Since most e-mail systems have back-up files that are retained for sgnificant
periods of time, e-mail messages and attachments are likely to be retrievable from a back-up
file after they have been deleted from an individua's computer. The back-up files are subject to
the same requests as the origind messages.

M. Management Controls

The purpose of this manua issuance is to establish procedures designed to prevent the
introduction of infected rodents and rodent products into the NIH which could adversely affect
the health of rodents used in research, directly or indirectly interfere with research, or pose a
health hazard to personnd!.

@ Office Responsible for Reviewing Management Controls Relative to this Chapter
(Issuing Office): ORSVRP 496-2527

2 Frequency of Review (in years): Ongoing; triennidly.

3 Method of Review: Alternative Review

The Intramura Program must make annua reports to both the United States
Department of Agriculture and the NIH Office of Extramural Research (OER), Office
for the Protection from Research Risks (OPRR). These agencies have regulatory and
adminigrative authority over the NIH IRP Anima Care and Use program. Per DHHS
Policy, ingtances of significant noncompliance are required to be reported to OPRR.
Instances of significant noncompliance will aso be reported to the appropriate IC
Anima Program Director and the NIH Animal Research Advisory Committee. In
addition, the AAALAC Internationd performstriennial peer review gteviststo al NIH
components who use animasin their IRP programs.

4 Review Reports are sent to: Associate Director for Research Services and DDIR.
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| ntroduction of Rodents or Rodent Products from Non-Approved Sour ces

Rodents Rodent Products

To Animal Facility To Laboratory To Animal Facility To Laboratory
(Permit required) (Permit required) (Permit required) (No permit required)

Pl submits Pl submits Pl submits

Pl's APD reviews, PlI'.s APD approves Pl's APD reviews,

concurs & forwards & forwardsto the RIO concurs & forwards

Facility Veterinarian reviews, Facility Veterinarian reviews, concurs

concurs & forwardsto the RIO & forwardsto the RIO

\/ \{

RIO reviews, approves & RIO issues permit number RIO reviews, approves & L aboratory/BranchChief
ssues permit & files ssues permit reviews & approves
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Department of Health and Human Services
Public Health Service, National Institutes of Health

Application for Permit to Introduce
Rodents and Rodent Products

See NIH Manual 3043-1 for complete instructions.
Use additional sheets if more space is needed.

1. Request Permit To (check one)
D Introduce from within U.S.
[ ] Importinto U.S.

2. Permit is for:

D Rodents

|:| Rodent Products

3. Mode of Transportation

D Air
|:| Ground

4. Original point of entry: airport,
city, state

5a. To (Name of requester) 5b. Institute/Laboratory

5c. NIH Address (Bldg./Rm.) 5d. E-mail address

5e. Phone No. 5f. FAX No.

6. From (Name, address, E-mail a
facility)

ddress, phone no. and fax no. of

7. Genus and Species, Common Name(s), Correct Nomenclature, Color, Strain/Stock or Description of Rodent Product

8a. Origin and Brief History of the Source of Colony or Tissue

8b. Have these animal been injected/manipulated?

8c. Location currently housed
Building:

Room:

9a. Number of Animals to be Received
Male: Female: Age range:

9b. Approximate Date of Arrival

10. Approved Animal Study
Proposal No.

11a. Medical History of the Originating Colony or Tissue

11b. Has colony or tissue been checked for Ectromelia (mouse pox), Lymphocytic Choriomeningitis (LCM) virus, and hantavirus (if applicable)?

[JYes []No

11c. What diseases or parasites are known to be present in the originating colony?

Currently?

11d. Cant

hese animals mount an antibody

response?

12. Name, title, E-mail address, phone no., and
FAX no. of sending institution's facility
veterinarian or designee

13a. Location where animals or tissue will be
housed and/or used

14. Special
or tissu

DON

D Yes |:| No

13b. Is this location listed in the approved ASP?

Other

requirements for handling animals
e during the quarantine period

Waiver of Quarantine
Quarantine at:

OT BLEED

Breed during quarantine

15. Requester’s Signature

16. Date Signed

I certify that these animals or tissues
will be used in accordance with all
restrictions and precautions as may be

>17. Signature of IC Animal Program Director

18. Date Signed

specified in the permit.

19. Signature of Facility Veterinarian

20. Date Signed

21. Facility Health Requirements

Permit to Introduce Rodents and Rodent Products

1. Permit Number

2. Restrictions and Precautions. Quarantine Required? |:| No

[] Yes; quarantine location:

3. Signature of VRP Rodent Import Officer or designee

4. Date Issued

NIH 2369-1 (Rev. 5/00)
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Guidelinesfor the Importation of Rodents from Unapproved Sources

|. Introduction

These guiddines are to assst NIH veterinarians in understanding the procedures for the
importation of rodents from ungpproved sources, assst them in obtaining information from the
facility of origin regarding the health status of the rodents to be imported, and ingtruct them in
requesting an exemption to the NIH rodent quarantine policy.

The rodent quarantine fecility a the NIH Anima Center (NIHAC) is used for [aboratory-reared
rodents entering the NIH from foreign countries and from anima colonieswithin the U.S. of
unknown hedlth status or that are known to harbor pathogens unacceptabl e to the facility(s) in
which they areto be used. Rodents known to be infected with lymphocytic choriomeningitis virus
(LCMV), ectromelia virus (mice), hantavirus or other mgor zoonotic rodent agents are excluded
from NIH facilities. An exception for research purposes may be obtained with adequate
judtification. Decisions to accept rodents harboring LCMV, ectromdia or hantavirusis the
responsibility of the Deputy Director for Intramural Research with recommendations from the
Rodent Import Officer (RIO). Ingtitute, Center (IC) or Facility Veterinarians are responsible for
the disposition of animals harboring other infectious agents introduced into their aress.

[l. Initiating The Import

An Application for Permit to Introduce Rodents and Rodent Products (NIH Form 2369-1) must
be completed. It is particularly important that the name and telephone number of the veterinarian
or other person responsible for anima hedlth at the originating facility be provided. Since
oversess telephone contact is often difficult and expengive, listing an e-mail address or fax number
is recommended.

Attached is atemplate NIH veterinarians may find helpful when contacting the originating facility
and later when evauating documentation of their pathogen monitoring and control program. Al
information acquired should be submitted to the RIO aong with the application. The RIO requires
that testing for LCMV, ectromdia and hantavirus (if gpplicable) to have been conducted within the
last 12 months. See section VII *Exemptions from Quaranting’ of these guiddinesif an exception
to the quarantine policy is desired. Note: the RIO will not complete the import request form
unless the facility veterinarian has sgned it.

Housing at NIHAC Quarantine

Entering animaswill be held in standard polycarbonate cages with stainless sted bar lids without
filter covers. These cagesare hdd in a Trexler FHexible Film Isolator (TFFI). Entriesinto and
exits out of the TFFIswill be performed in a manner that avoids contaminating the area with
pathogens that are potentialy present. TFFIs used to house rodents that harbor

pinworms will be discarded or sanitized and stored for the future housing of known pinworm
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positive rodents.
V. Monitoring For Potential Pathogens (NIHAC)

A. Direct testing of imported animas provides the best indicator of their hedlth status. Imported
experimental animas will be tested for pathogens as shown below depending on their
immunocompetency, vaue, and the investigator’ s preference. Imported animas will be bled
for testing unless“Do Not Bleed” is checked in box 14 of NIH Form 2369-1.

B. Sentind animas may be used to further substantiate the hedlth status of imported rodents as
comprehengve testing can not be performed on alive animd. 'Y oung femae mice (4-6
weeks old) differentiated by coat color, ear tag or punch are placed in the cage with the
quarantined animals or if this method is unacceptable the dirty bedding method will be used.
The hedlth gatus of the sentinels ordered will meet the hedlth requirements outlined in the
NIH-wide animal procurement contract and will ensure that no infectious agents are present
that will cause harm to imported immunocompromised rodents. In most cases sentings will
be tested after afour-week period of sentindization. However circumstances may arise that
require animas to be quarantined for alonger time period.

Animas from the originating colony can be used as adjunct sentinels. If thismethod is used, at
least two immunocompetent animal's should be supplied in addition to the experimenta animas.
These animads should come from the same rack as the animas to be imported and will be bled
onariva and submitted for testing 4 weeks after arrival. In addition to these animals, sentinels
from pathogen-free colonies will be used to differentiate between active shedding of pathogens
versus an immune reponse from an earlier infection.

C. Samplingand Teding Test samples will be submitted to the V eterinary Resources Program
(VRP), Laboratory Sciences Section (LSS) throughout the quarantine period with a
comprehensive necropsy performed near the end of quarantine. Additiond hedth testing
beyond that listed below may be required.

Test Animd Test Procedures

Imported Tape for mites, pinworms
Pooled fecd for culture and parasitology
Serology*

Comprehensive necropsy** on extraanimas

Sentind Comprehensive necropsy**

*If immunocompetent.
**ncludes gross pathology, serology, parasitology and bacteriology; specific tests performed are
defined by the VRP, LSS.
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V. Rdease of Animals From NIHAC Quarantine

A. TheRIO offersthe quarantined animals for release when test results indicate that the animals
arefree of LCMV, ectromeia (mice), hantavirus, and Smonela sp. If test resultsindicate
that the quarantined rodents have unanticipated LCMV, ectromelia, hantavirus or
Sdmondla, following discussions with the importing indtitute veterinarian, pogtive animas will
either be relocated to an off campus Site or be immediately euthanatized. The isolator that
housed the infected rodents will be collapsed, the outside sprayed with CLIDOX, and the
isolator and al its contents placed in a heavy plastic bag and autoclaved.

B. Thefadility veterinarian for the recaiving facility must evauate the hedth satus of the animals
in light of that facility’spolicy. If the rodents have pathogens that are not acceptable & the
facility they are dated to enter, the owning IC may eect to find dternative housing and
eradicate the pathogen(s). If the eradication process is conducted at the NIHAC, it must be
accomplished within a reasonable period of time; reasonable period of time is dependent
upon other demands for the use of the quarantine pace. If treetment or “burn out” is used,
adequate testing must be performed to assure that the pathogen(s) has been diminated. If
rederivation is used, the procedures should follow the guiddines adopted by the Animal
Program Director’s (APD) Committee.

VI. Alternative Quarantine Sites

Rodent quarantine may be conducted at facilities other than the NIHAC. If dternative quarantine
locations and procedures are to be used the NIH Rodent Import Officer must first gpprove them.
To gpply for an dternative quarantine site(s), an |C must provide the RIO with awritten outline of the
procedures to be used to protect both rodent colonies and personnd from LCMV, ectromdiaand
hantavirus during the quarantine period. The application will include: 1) location and description of
the quarantinesite(s) (i.e. location, access, Sgnage, etc.); 2) precautionstaken to protect coloniesand
personne (i.e. method of containment, personnd training, sanitation procedures, handling of waste,
etc.); and 3) individuas accountablefor the site. Unresolved issues between an 1C and the RIO shall
be brought to the Rodent Import Subcommittee, gppointed by the Anima Program Directors, for
resolution.

The Facility Veterinarian for the dternative quarantine site(s) shdl inform the RIO of an impending
import using the “ Application for Permit to Introduce Rodents and Rodent Products’ (NIH Form
2369-1). Prior to import, acopy of the completed form, issued by the responsible IC veterinarian,
is sent to the RIO. The RIO assigns the shipment an import number, then signs and returns the form
to the dternative quarantine Ste veterinarian. Thesigned rodent import permit serves as confirmation
that the RIO has been natified of the shipment. The IC-APD responsible for the aternative site shall
ensure the quarantine of the animas until such time that data can be generated to verify that they are
free of LCMV, ectromeiaand hantavirus. Animas found positive for any of these three agents will
ether berelocated to an off campus ste or beimmediady euthanatized. Beforerelease of ashipment
from quarantine, serology results must be forwarded to the RIO aong with a copy of the origind
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import permit.
Exemptions From Quarantine

Anexemption from quarantinewill begranted only if theinformation obtained regarding the originating
fadility’ spractices and pathogen monitoring program contains sufficient evidence to ascertain that the
animas present alow infectivity risk for LCMV, ectromelia and hantavirus. When an exemption to
quarantine is requested, it is particularly important that the RIO be provided with clear information
regarding the housing, husbandry, sentind program and hedth status history of the originating facility.
Suggested methods for supplying the requested information to the RIO are as an email or fax
summarizing conversationswith the sending indtitution’ sfacility veterinarian, asasummary letter from
the sending facility, asacompleted questionnaire Smilar to the attached template, or asactud sentindl
test results. Recent test results, from the sending facility, verifying a thorough pathogen-monitoring
programincreasesthe confidence that animalsto beimported arefree of pathogens. In order to make
a decison, the RIO may require additiond testing or information from the sending indtitution. The
RIO makes the find decision on applications for exemption based upon the information supplied
relaiveto LCMV, ectromediaand hantavirus. Applicationsfor an exemption from quarantine should
be clearly identified by checking “Waiver of Quaranting’ in box 14 of the rodent import permit form.

Unresolved issues between an | C and the RIO shdl be brought to the Rodent Import Subcommittee
for resolution.

An Anima Program Director may exempt animals from quarantine, for movement directly into a
|aboratory, following the procedures outlined in NIH Manua Chapter 3043-1.

Additional Reference Material

NIH Manua Chapter 3043-1: Introduction of Rodents and Rodent Products

Notes:

All Federd requirements for the importation of rodents must be adhered to. Copies of the current
requirements can be obtai ned from the Quarantine Permit Service Office (QPSO), Divison of Sefety,
the Rodent Import Officer or thefollowing: USDA requirements- webs te http:/Awww.aphis.usda.gov;
CDC requirements- Permit Officer, Division of Quarantine, CDC (404) 639-8108 or by referencing
42 CFR, Section 71.54.

The QPSO (496-3353) or the RIO (496-2527) will provide assistance for the importation of
rodents or rabbits from aforeign source.



ANIMAL HEALTH DATA REQUEST TEMPLATE
National | nstitutes of Health
Bethesda, Maryland, U.SA.

NIH REQUESTER

NAME e INSHTULE.....co oo PH#.........

INSHTULION: ...

VIVATUM: e

INnvestigator' SNamMe: LaSt........ccceveveeeeneseseseeeee e seeens (ST 6
Telephone# ... FAX #.oeeeeeeceeieeeee
E-mail address.........cocoovvrrinncnini

Veterinarian'sname: LaSt.......cccoovveveneienenenenecesese s FIrst. .o
Telephone# ......cccoeeevveevece, FAX #Hooeeeeeeeeeceeee
E-mail address........ocoovveveneneneeee,

Other ContaCt INAIVIAUBI(S).....ccvererereeireresisesese e e e see e e e e eneens
Telephone........ocooeeececeicii FAX H.ooeeeeeeeveeece,
E-mail address.........cocoovvrrinncnini

Signature of person completing form..........cooereenerneienriereeere e

SPECIFIC ROOM DESCRIPTION

Approximate number of animasin room..................

Immune status  normd................ deficient.............. undetermined.................

Breedinginroom yes............... NO...cevenne

Room status  closed................. open............. open with quarantine.........

Do incoming animas come from multiple sources  yes......no......

Does every room in the facility have routine heelth monitoring  yes.......no......

What is the hedlth status of animals in thisroom..................... facility 2.

(1=germfree, 2 =gnotobiotic, 3 =specific pathogen free, 4 =conventiond)

HUSBANDRY

Is husbandry staff shared with rooms that potentialy contain rodent pathogens  yes.....no
If yes, list organisms.........coceeeerereecrereenen.
Caging system: Conventiond........... HEPA tent........... filter capped cages........

Individualy ventilated......... changed in laminar flow hoods......... other...........
Protective measures. masks......gloves.......... shoe covers....hair covers....

Dedicated clothing.......... shower-in........

SENTINEL PROGRAM

Number of sentinel cages per holding cages............ or per racksin the holding room
Sentinelson used bedding  yes........... no......
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Sentinels exposed to aerosols  yes............ no......
Animals being tested and their ages: retired breeders........sentinds........experimenta........
Frequency of testing: quarterly.....semi-annud......annudly.....other.........

TESTING BIOLOGICALS
Are biologicdsfor usein animasroutindy MAP, RAP or HAP tested in your facility? \Who monitorsand
tracks the test results obtained?

PATHOGENS
Please circlethose agents found present within thelast 12 months by testing or observationinthefacility
housng the animas for export. If none, what is the length of time the facility has maintained the present

MICE: Reo-3, pneumonia virus of mice, Theler's mouse encephdomyditis virus (TMEV, GDVII),
adenovirus, mouse hepdtitis virus, lymphocytic choriomeningitis virus, Rotavirus (EDIM), Polyomavvirus,
minute virus of mice, Senda virus, mouse parvovirus, Sendal virus, ectromeia virus, mouse
cytomegdovirus, lactic dehydrogenase virus, mousethymic virus, hantavirus, Mycoplasma pumonis, CAR
Bacillus, Bordetdla bronchiseptica, Corynebacterium kutscheri, Pasteurella pneumotropica, Klebsdla
oxytoca, Coryneform-associated hyperkeratoss, Klebsdla pneumoniae, Streptococcus, coagulase +
Staphylococcus, Streptobacillus moniliformis, Pseudomonas aeruginosa, Sdmondla, Citrobacter freundii
type 4280, Clodridium piliformis, Helicobacter sp., Pneumocydtis carinii, Encephditozoon cuniculi,
Hemobartondla muris, Eperythrozoon coccoides, Giardia muris, Spironucdeus muris, Hymenolepis nana,
other endoparasites and ectoparasites.

RATS: Reo-3, pneumoniavirus of mice, Sendal virus, Kilham'srat virus (Toolan'sH-1), rat parvovirus,
rat coronavirusg'saodacryoadenitis virus, hantavirus, lymphocytic choriomeningitis virus, Streptobacillus
moniliformis, Klebsdla oxytoca, Klebsdla pneumoniae, Beta hemalytic streptococcus, Corynebacterium
kutscheri, Pasteurella pneumotropica, Bordetella bronhiseptica, Pseudomonas aeruginosa, coagulase +
Staphylococcus, Mycoplasma pulmonis, CAR Bacillus, Sdmonela, Clodridium piliformis, Pneumocydtis
carinii, Streptococcus pneumonia, Hemobartonella muris, Spironucl eus muris, ectoparasites, endoparasites

RABBITS: Sdmondla, Bordetdla bronchiseptica, Pasteurdla multocida, CAR Bacillus, Clodridium
plifomis, Francisdla tularends, Yerdnia pseudotuberculoss, Lideria monocytogenes, Pseudomonas
aeruginosa, Treponema cuniculi, Toxoplasma, Encephdlitozoon cuniculi, cestode cysts, Eimeria steidae,
intestina helminths, ectoparadites, fungd infections, pox viruses, papillomavirus, vird hemorrhagic disease

Please forward copies of thelast two comprehensive hedl th surveillance reportsfor the colony that animals
will be shipped from with any explanations or summariesthat you wish to provide. NIH policy requires
that incoming rodents be free of lymphocytic choriomeningitisvirus, ectromelia, and hantavirus.
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